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Entry of Amendment 

Applicant's amendment filed on October 30, 2008 is acknowledged. Claims 43, 
44, 46, 49 and 52 are currently pending. 

Prior Rejections or Objections 

The following comments pertain to the rejections or objections in the most recent 
Office action mailed on April 18, 2007. Rejections under 35 U.S.C. 102 are withdrawn, 
however, new grounds of rejection are presented below. The allowability of claims 50 
and 52 are withdrawn, therefore, this Office action is non-final. 

Claim Rejections - 35 USC § 102 

(e) the invention was described in (1 ) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claim 52 is rejected under 35 U.S.C. 102(e) as being anticipated by LePivert 
(6,551,309). LePivert discloses a device comprising: 

a tubular member (13) having a proximal end and a distal end; 

a cryo-therapy apparatus comprising an inner chamber and an outer chamber 
(Figure 9 and inner chamber 29 and outer chamber 30) and connected to the distal end 
of the tubular member, the outer chamber arranged and configured to prevent loss of 
coolant if the inner chamber fails; 
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and an optical imaging apparatus (CIS device # 1 7) near the distal end of the 
tubular member to monitor temperatures resulting from use of the cryo-therapy 
apparatus, 

wherein the cryo-therapy apparatus is sized and arranged for vascular 
introduction (col. 6, line 59-col. 7, line 23, col. 8, lines 60-66 and col. 11, lines 27- 

42). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 43, 44, 46 and 49 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over LePivert in view of Hammack et al. (6,679,906). LePivert discloses a 
device comprising: 

a tubular member (13) having a proximal end and a distal end; 

a cryo-therapy apparatus connected to the distal end of the tubular member, 
wherein the cryo-therapy apparatus comprises an inner chamber and an outer chamber; 
and wherein the cryo-therapy apparatus is sized and arranged for vascular introduction 
(outside shaft diameter between 1 .8 and 3.3 mm and col. 8, lines 60-66). 

But LePivert fails to specifically disclose an optical sensor to monitor 
temperatures created by use of the cryo-therapy apparatus, the optical sensor coupled 
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to a retractable member capable of moving independently of the cryo-therapy 
apparatus; 

further comprising a temperature quantification device in communication with the 
optical sensor; 

wherein the optical sensor is positioned to observe ice or ice ball formation 
created by the cryo-therapy apparatus; and 

wherein the optical sensor is disposed at least partially within a lumen defined in 
the tubular member. However, Hammack et al. discloses a catheter with on on-board 
optical temperature sensor which meets all of the above limitations not disclosed by 
LePivert (Figures 1-5 and col. 10, lines 36-51). Therefore, at the time of the invention it 
would have been obvious to one of ordinary skill in the art to modify the device of 
LePivert, as taught by Hammack et al., to provide the optical sensor, quantification 
device and separate lumen as required for monitoring the ice ball formation and 
temperature. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Roy D. Gibson whose telephone number is 571-272- 
4767. The examiner can normally be reached on Tu-Th, 7:30 am-4:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Linda Dvorak can be reached on 571-272-4764. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Roy D. Gibson/ 
Primary Examiner 
Art Unit 3739 
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